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(54) Title: SYRINGE AND CAPSULE THEREFOR 
(57) Abstract 

A syringe, for use in the delivery of a dose of a therapeutic agent entrained within a pressurized 
fluid flow, is characterized by an upstream portion (10) which is interfaced with a source of fluid under 
pressure; a downstream nozzle portion (26); and, interposed between the upstream and downstream portion, 
an intermediate portion having first and second members which are coupled together to provide a closed 
pocket (40, 51, 58) for containing the dose; and an actuator mechanism (16) for initiating a flow of the 
fluid through the syringe. One of the first and second members is moveable relative to the other within the 
syringe to provide an open configuration in which the pocket is opened to expose the dose for entrainment 
by the fluid as it flows through the intermediate portion and to and through the nozzle. Also provided is a 
capsule (33) formed from the first and second members. 
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1 . This international preliminary examination report has been prepared by this International Preliminary Examining Authority 
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□ This report is also accompanied by ANNEXES, i.e. sheets of the description, claims and/or drawings which have 
been amended and are the basis for this report and/or sheets containing rectifications made before this Authority 
(see Rule 70.16 and Section 607 of the Administrative Instructions under the PCT). 

These annexes consist of a total of sheets. 
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INTERNATIONAL PRELIMINARY 
EXAMINATION REPORT 



International application No. PCT/GB98/01 980 



I. Basis of the report 

1 . This report has been drawn on the basis of {substitute sheets which have been furnished to the receiving Office in 
response to an invitation under Article 14 are referred to in this report as "originally filed" and are not annexed to 
the report since they do not contain amendments.): 

Description, pages: 

1 -25 as originally filed 

Claims, No.: 

1 -23 as originally filed 

Drawings, sheets: 

1/7-7/7 as originally filed 

2. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 

□ the drawings, sheets: 

3. □ This report has been established as if (some of) the amendments had not been made, since they have been 

considered to go beyond the disclosure as filed (Rule 70.2(c)): 

4. Additional observations, if necessary: 
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 



1. Statement 



Novetty (N) 



Yes 
No: 



Claims 
Claims 



2-11,15-18 
1,12-14,19-23 



Inventive step (IS) 



Yes: 
No: 



Claims 
Claims 



2-11,15-18 



Industrial applicability (IA) Yes: Claims 1 -23 

No: Claims 

2. Citations and explanations 
see separate sheet 

VII. Certain defects in the international application 

The following defects in the form or contents of the international application,have been noted: 
see separate sheet 

VIII. Certain observations on the international application 

The following observations on the clarity of the claims, description, and drawings or on the question whether the 
claims are fully supported by the description, are made: 

see separate sheet 
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Ad section V: 

1. Independent Claim 1 

In the present case, all the features of independent Claim 1 are known in 
combination from the document D1 = WO,A,9 424 263. Using the wording of 
Claim 1 D1 discloses a capsule (28) adapted for containing a dose of a 
therapeutic agent to be delivered within a pressurized fluid flow, said capsule 
comprising a first member (33) and a second member (34), wherein said first 
and second members are coupled together to provide a closed pocket for 
containing the dose. As can be taken from the description at page 19, 
second paragraph, in use said members (33) and (34) are burst by a fluid 
pressure exerted on the capsule wherein during this burst step at least one 
of the membrane members (33) or (34) is apparently moved relative to the 
other when contacted with said pressurized fluid. Thus, the subject-matter of 
Claim 1 lacks novelty against D1 such that the requirements of Art. 33(2) 
PCT are not met. 

2. Dependent Claims 12 and 13 

The features of the dependent Claims 12 and 13 are also known from D1 
(see ring (31); membranes (33) and (34) sealably coupled together over ring 
(31) wherein said capsule is prefilled with the dose of the therapeutic agent; 
see at page 17, lines 23 to 33). Therefore, said claims do not meet the 
requirements of Art. 33(2) PCT. 

3. Independent Claim 14 

Since D1 discloses a syringe comprising all the features defined in Claim 14 
(see for example Fig. 1 ), the subject-matter of Claim 14 does not meet the 
requirements of Art. 33(2) PCT. 

4. Dependent Claims 19 to 23 

The features of these dependent claims are also considered to be known 



Form PCT/Separate Sheet/409 (Sheet 1) (EPO-April 1997) 



INTERNATIONAL PRELIMINARY International application No. PCT/GB98/01 980 

EXAMINATION REPORT - SEPARATE SHEET 



from D1 (see for example at page 19, second paragraph; at page 17, line 25; 
Fig. 1 ; stronger Mylar diaphragm (34)). Thus, Claims 19 to 23 lack novelty 
over D1 , contrary to the conditions set out in Art. 33(2) PCT. 

5. Dependent Claims 2 to 11, 15 to 18 

The dependent Claims 2 to 1 1 and 15 to 18 in combination with their 
respective independent claim appear to meet the requirements of Art. 33(2) 
to (4) PCT. 

Ad section VII: 

1. The independent claims are not in the two-part form in accordance with Rule 
6.3(b) PCT, which in the present case would be appropriate, with those fea- 
tures known in combination from the prior art (document D1 =WO,A,9 424 
263; cited by the applicant) being placed in a preamble (Rule 6.3(b)(i) PCT) 
and with the remaining features being included in a characterising part (Rule 
6.3(b)(ii) PCT). 

2. The features of the claims are not provided with reference signs placed in 
parentheses (Rule 6.2(b) PCT). 

Ad section VIII: 

The vague statement in the description on page 25 (spirit of the invention) 
implies that the subject-matter for which protection is sought may be different 
to that defined by the claims, thereby resulting in lack of clarity (Article 6 
PCT) when used to interpret them (see also the PCT Guidelines, PCT/GL/3 
III, 4.3a). 
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This International Search Report has been prepared by this International Searching Authority and is transmitted to the applicant 
according to Article 18. A copy is being transmitted to the International Bureau. 



This International Search Report consists of a total of . 



sheets. 



fx"| It is also accompanied by a copy of each prior art document cited in this report. 



1 . Q Certain claims were found unsearchable (see Box I). 

2. [x] Unity of invention Is lacking (see Box II). 

3. The international application contains disclosure of a nucleotide and/or amino acid sequence listing and the 
international search was carried out on the basis of the sequence listing 

| | filed with the international application. 

| | furnished by the applicant separately from the international application, 

| | but not accompanied by a statement to the effect that it did not include 
matter going beyond the disclosure in the international application as filed. 

| | Transcribed by this Authority 



4. With regard to the title, the text is approved as submitted by the applicant 

| | the text has been established by this Authorityto read as follows: 



5. With regard to the abstract, 

| | the text is approved as submitted by the applicant 

lYI the text has been established, according to Rule 38.2(b), by this Authority as it appears in 
Box III. The applicant may, within one month fromthe date of mailing of this International 
Search Report, submit comments to this Authority. 



6. The figure of the drawings to be published with the abstract is: 

Figure No. 1 Q as suggested by the applicant. Q] None of the figures. 

because the applicant failed to suggest a figure. 
| | because this figure better characterizes the invention. 
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Box I Observations where certain claims were found unsearchable (Continuation of item 1 of first sheet) 

This International Search Report has not been established in respect of certain claims under Article I7(2)(a) for the following reasons: 
1. | 1 Claims Nos.: 

because they relate to subject matter not required to be searched by this Authority, namely: 



>- □ 



Claims Nos.: 

because they relate to parts of the International Application that do not comply with the prescribed requirements tosuch 
an extent that no meaningful International Search can be carried out, specifically: 



3. j | Claims Nos.: 

because they are dependent claims and are not drafted in accordance with the second and third sentences of Rule 6.4(a). 

Box II Observations where unity of invention is lacking (Continuation of item 2 of first sheet) 

This International Searching Authority found multiple inventions in this international application, as follows: 

see additional sheet 



1 . I | As all required additional search fees were timely paid by the applicant, this International Search Report covers all 
' ' searchable claims. 

2. | X | As all searchable claims could be searched without effort justifying an additional fee, this Authority did not invite payment 

of any additional fee. 



3. | I As only some of the required additional search fees were timely paid by the applicant, this International Search Report 
' ' covers only those claims for which fees were paid, specifically claims Nos.: 



4. | | No required additional search fees were timely paid by the applicant. Consequently, this International Search Report is 
restricted to the invention first mentioned in the claims; it is covered by claims Nos.: 



Remark on Protest | | The additional search fees were accompanied by the applicant's protest. 

| | No protest accompanied the payment of additional search fees. 



Form PCT/1SA/210 (continuation of first sheet (1))(July 1992) 



Jrnationai apptication No. 

INTERNATIONAL SEARCH REPORT I pcT / GB 98/01980 



PCI 



Box 111 TEXT OF THE ABSTRACT (Continuation of item 5 of the first sheet) 



A syringe, for use in the delivery of a dose of a therapeutic agent entrained 
within a pressurized fluid flow, is characterized by an upstream portion (10) 
which is interfaced with a source of fluid under pressure; a downstream nozzle 
portion (26); and, interposed between the upstream and downstream portion, an 
intermediate portion having first and second members which are coupled 
together to provide a closed pocket (40,51,58) for containing the dose; and an 
actuator mechanism (16) for initiating a flow of the fluid through the syringe. 
One of the first and second members is moveable relative to the other within 
the syringe to provide an open configuration in which the pocket is opened to 
expose the dose for entrainment by the fluid as it flows through the 
intermediate portion and to and through the nozzle. Also provided is a capsule 
(33) formed from the first and second members. 
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